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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 09 February 2005 . 
2a)E3 This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) £3 Claim(s) 1-16 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1-16 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) [3 The drawing(s) filed on 21 July 2003 is/are: a)K accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) Q Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Pa P er No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5 ) □ Notice of Informal Patent Application (PTO-1 52) 

Paper No(s)/Mail Date . 6) □ Other: . 

U.S. Patent and Trademark Office 

PTOL-326 (Rev. 1-04) Office Action Summary Part of Paper No./Mail Date 041705 
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DETAILED ACTION 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Okada et al. (4,323,326) in view of Schwartzman et al. (4,125,050). 

Okada et al. disclose a self-drilling screw 1 comprising a body having a head at 
one end and a tip at the other end, and dual-lead threads 6 and 7, respectively (see, 
e.g., Fig. 5. The dual-lead threads 6,7 taper (as about 5) toward the cutting tip where 
the pitch, i.e. the distance between threads, widens. In the opposite direction, toward 
the head, the threads transition to a more straight configuration (see, e.g., Fig. 5). The 
screw has a constant root diameter along the entire "parallel portion" 2 of the shank. 
The threads have a rake angle. Okada et al. do not disclose a single flat cutting edge 
extending generally perpendicular to a central longitudinal axis of the body. 
Schwartzman et al. disclose a self-drilling screw 10 having an angled cutting tip similar 
to Okada et al., and in addition, a single, flat, transverse cutting tip 40 at an extreme end 
in order to substantially reduce the friction and drag on the entire drilling point and to 
help the screw to stabilize quickly and have little or no tendency to walk during the 
starting of the drilling operation (see Figs. 1 and 2 and col. 2, lines 4-1 1 ). It would have 
been obvious to one having ordinary skill in the art at the time the invention was made 
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to provide the screw of Okada et al. with a single, flat, transverse cutting tip, in view of 
Schwartzman et al., in order to substantially reduce the friction and drag on the entire 
drilling point and to help the screw to stabilize quickly and have little or no tendency to 
walk during the starting of the drilling operation. It would have been further obvious to 
provide the head with a recess, since it is old and well-known in the fastener art to 
provide heads with recesses in order to engage a driving tool and facilitate the 
application of torque to the screw (as evidenced by, e.g., Whitesell, 5,356,253, col. 2, 
lines 38-41 ). It also would have been obvious to form the screw of titanium alloy, since 
it has been held to be within the general skill of a worker in the art to select a known 
material on the basis of its suitability for the intended use as a matter of obvious design 
choice. In re Leshin, 125 USPQ 416. It is noted that titanium alloy is a well-known 
material and is suitable as a fastener due to, for example, its strength, light weight, and 
non-reactivity or resistance to rust. It also would have been obvious to form the screw 
to have a diameter of approximately 1 .0 to 2.0 mm and a length of approximately 3.0 to 
6.0 mm, since it has been held that where the general conditions of a claim are 
disclosed in the prior art, a screw having a diameter and a length, discovering the 
optimum or workable ranges of these dimensions involves only routine skill in the art. In 
re Alter, 105 USPQ 233. 

Response to Arguments 

Applicant's arguments have been fully considered but are moot in view of the 
new grounds of rejection, with the exception of the following points. 
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In response to applicant's argument that the screw of Okada et al. is not a bone 
screw, but a screw for metal, a recitation of the intended use of the claimed invention 
must result in a structural difference between the claimed invention and the prior art in 
order to patentably distinguish the claimed invention from the prior art. If the prior art 
structure is capable of performing the intended use, then it meets the claim. In a claim 
drawn to a process of making, the intended use must result in a manipulative difference 
as compared to the prior art. See In re Casey, 370 F.2d 576, 152 USPQ 235 (CCPA 
1967) and In re Otto, 312 F.2d 937, 939, 136 USPQ 458, 459 (CCPA 1963). Applicant 
has not presented any evidence why the screw could not be used in bone. 

In response to Applicant's argument regarding what constitutes a "normal" rake 
angle, it is noted that the specification must clearly set forth the definition explicitly and 
with reasonable clarity, deliberateness, and precision. Exemplification is not an explicit 
definition. Even explicit definitions can be subject to varying interpretations. See 
Teleflex, Inc. v. Ficosa North America Corp., 63 USPQ2d 1374, 1381 (Fed. Cir. 2002), 
Rexnord Corp. v. Laitram Corp., 60 USPQ2d 1851, 1854 (Fed. Cir. 2001), and MPEP 
21 1 1 .01 . Here, Okada et al. show a rake angle and there is no evidence of record to 
prove why that that rake angle cannot be within any definition of "normal." 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David Comstock whose telephone number is (571 ) 272- 
4710. The fax phone number for the organization where this application or proceeding 
is assigned is 703-872-9306. 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




D. Comstock 
17 April 2005 
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